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JAN 1 0 2007 

35 USC S102 Concerns: 

Of course, for a reference to serve as a basis for a valid 35 USC §102 rejection, 
the reference must disclose each and every limit of the claim. As the examiner has 
rejected certain claims under 35 USC §102 as based! on a patent issued to Lappe (US Pat. 
No. 6,036,092, hereinafter referred to as the Lappe patent, or simply Lappe), for such 
rejection to be valid, the Lappe patent must disclose each and every limit of a claim. 
However, the following are limits of claims rejected under §102 that the Lappe patent 
does not disclose, in addition to explanations of such non-disclosure: 

Claim 1 (and dependents) - Response to 35 USC 6102 Concerns : 

- "adequately specifying a specimen related event identifier" ; 

- Descriptive references to this limit of the instant application 's claim J: 

- from par. [0056} of the publication of the instant application: "adequately 
specifying a specimen related event identifier (e.g., a specimen collection 
event identifier such as a time of collection)" 

- from par. [0056] of the publication pf the instant application; "The 
specimen related event identifier may be a time, a term that includes (a) 
merely a date such as a specimen collection date, (b) a date and an 
adequately specific time of day of specimen collection; and also 
(comprises) a year, perhaps that year during which the specimen collection 
took place. By adequately specific is! meant specific enough to adequately 
identify the event so that, when used |n conjunction with a specimen donor 
identification information item, the resultant information item will be 
sufficiently reliable to identify as desjred. An adequately specific time of 
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day may thus merely be an indication as to AM or PM, or, at the other 
extreme, may need to be as detailed 4s 9:48PM, 52 seconds, with perhaps 
an indication as to fractions of a second, including any levels of specificity 
therebetween." 

- Why it is clear that the Lappe patent does r\ot disclose this limit: 

- The Lappe reference does not disclose the limit "adequately specifying a 
specimen related event identifier." What it appears the Office considers a 
"specimen related event identifier" (See the reference to "col. 3, lines "4+" 
on page 2, section 6, of the office action) is actually not an event identifier 
at all (e.g., it is not a time indication), but rather is a "test result" (e.g., 
either positive or a negative) encoded via "bar code indicia" (again, please 
see col. 3, lines 4+ of the Lappe patent). 

That the Lappe patent does not disclose this limit of claim 1 is entirely 
consistent with the focus of the Lappjs patent, as summarized in column 5, 
lines 28-34: "Accordingly, this type of assaying system, wherein positive 
results are clearly apparent to a test administrator, posed great threats to 
individual privacy and civil liberty concerns, and hence is generally 
considered unsatisfactory. The emplpyment of the assaying means by the 
present invention, however, addressee this, as well as other deficiencies." 

1 

It is of note that the Lappe patent doqs disclose an "identification code" 
(see, e.g., col, 6, lines 50-61 of the Lappe patent), but such code is used to 
identify the test card alone (e.g., its "{late of manufacture", or its 
"production batch number[s]")» and '4s such is not "specimen related" as 
claim 1 requires. Further, the Lappe patent's reference to a "case code 
identifying the donor, such as a social security number in the case of a 
human donor, ..." (see col. 8, lines 42j-47) is, admittedly, reference to a 

•i 

certain type of "specimen donor identification information item" as 
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appears in claim 1 > but not referencejto a "specimen related event 
identifier." 

- "associating said specimen donor identification in formation item with said specimen 
related event identifier ": \ 

i 

- As there is no disclosure in the Lappe patept of a "specimen related event 
identifier", there can be no disclosure of the jstep of "associating said 
specimen donor identification information iljem with said specimen related 
event identifier*' 

! 

: 
! 

! 

- "eeneratine a unique specimen identification information item in response to said step 
of associating said specimen donor identification information item with said specimen 
related event identifier 7 : 



- As there is no disclosure in the Lappe patept of "associating said 
specimen donor identification information item with said specimen related 
event identifier" there can be no disclosure in the Lappe patent of the step 
of "generating a unique specimen identification information item in 
response to" such step. Indeed, it can even Ipe said that there is no 
disclosure of a "unique specimen identification information item", as the 
"case code identifying the donor" merely identifies the donor and, as a 
donor can produce more than one specimen ([whether during the same day 
or in different years, as referred to in Par. [0Q18] of the publication of the 
instant application), a "case code identifying the donor" does not 
constitute a "unique specimen identification jjnfomiati on item". 



Par. [0057] of the publication of the instant Application (page 22, lines 10- 
24 of the application as filed) includes diffeiient examples of "unique 



specimen identification information items", 



specimen donor identification information itpm with said specimen related 



Upon "associating said 
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event identifier", a "unique specimen identification information item" may 
be generated; such information item may be of the form shown in Par. 
[0057] . Lappe, nor any other patent of which the Assignee is aware, 
simply does not disclose this. j 

i 

i. 

It is also of note that the Office's consideratjpn of the bar code 42 as a 
"unique specimen identification information! item" (see office action, page 
2, section 6) is, respectfully, incorrect, as it Appears this bar code 42 is not 
a specimen identification information item qjt all, but instead is an 
encryption of identification information relative to a test result (either a 
positive or negative) and/or information related to the card itself (e.g., 
"production batch numbers of the test card, $ date of manufacture [of the 
test card], the specific substances the test caj*d is configured to detect, etc." 
(col. 6, lines 50-54 of Lappe)). This is also £lear from the following 
passages of the Lappe patent: "The test resujt which is encoded within the 
bar code indicia located upon the test card read by an appropriate test 
card reading apparatus. . (see col. 3, lines }-10); 'Therefore, only a 
suitable configured device, employed to decide the encoded bar code 
indicia, will be able to determine the results bf the assay" (see col. 6, lines 
22-24); and "As those skilled in the art will Recognise, it is often desirable 
to have items such as production batch numbers of the test card, a date of 
manufacture, the specific substances the test* card is configured to detect, 
etc." (col. 6, lines 50-54), Yes, the Lappe patent refers to its bar code as 

i 

an "identification code 42", but as explained immediately above, the only 
'things' identified are test result, and possibly also "production 

i. 

batch numbers of the test card, a date of manufacture [of the test card], the 
specific substances the test card is configure^ to detect, etc/* (col. 6, lines 

50-54). Thus, the bar code is clearly not a "^nique specimen identification 

i 

information item" as appears in claim 1 and las described in the instant 



application (again, see examples in Par. [GO 
instant application). 
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Claim 35 (and dependents) - Response to 35 USC §j]02 Concerns : 



"specimen related event identifier": 

The Assignee incorporates herein the above 
disclosure of the "adequately specifying a 
of claim 1 . 



explanation relative to the non- 
spjecimen related event identifier" limit 



; V> specimen related event identifier associated wi 



ft said specimen and appearing with 



said specimen donor identification information item 



so as to establish a specimen 



identified : 



The Assignee incorporates herein the above (explanation 
disclosure of the step of "generating a unique 
item in response to said step of associating ipid 
information item with said specimen related 



relative to the non- 
specimen identification information 
id specimen donor identification 
event identifier" of claim 1. 



The Assignee further adds that for a piece olprior 
matter of claim 35, it would need to disclose)^ 
associated with [a] specimen and appearing 
identification information item so as to estatjj ish 



art to disclose the subject 
specimen related event identifier 
yith said specimen donor 

a specimen identifier" (emphasis 



added). Please see paragraph [0057] of the 
application (page 22, lines 10-24 of the applteat 
different possible "specimen identifiers." Nether 
other reference of which the Assignee is aw^re, 



publication of the instant 

ion as filed) for examples of 

the Lappe reference, nor any 
t, discloses this subject matter. 



35 USC 8103 Concerns : 

Examiner's Concerns : The Examiner expressed 
108 as based on the Lappe patent (US Pat. No. 6, 



concern as to claims 4-6, 38-40, 69 and 
,q36,092) in view of a patent issued to 
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Ogden et al (US Pat. No. 4,871,077, hereinafter reftjfred to as the Ogden patent, or simply 
Ogden). 

Assignee's Response : In response, the Assignee explains as follows: 

The Pending Claims as Amended are Not Pmma Facie Obvious: Assignee first 



avare, 



facte 



n 



submits that those pending claims as to which the 
not prima facie obvious. As the Examiner is well 
initial b urden of factually supporting any prima ft 
2 1 42. The MPEP goes on to state that "To establisl 
three basic criteria must be met. First, there must 
either in the references themselves or in the knowledge 
ordinary skill in the art, to modify the reference or 
Second, there must be a reasonable expectation of 
reference (or references when combined) must teacit 
MPEP 2143, Basic Requirements of a Prima Facie 
submits that these three criteria can not be met with 
explains its position as follows: 

Claim 4 - Response to 35 USC SI 03 Concerns: 



The prior art references, either alone or wheir" combined, do not teach or suggest 
all the claim limitations, as they must for a prima fa lie case of obviousness to be 
established. Most notably, neither the Lappe patent 

patent discloses claim 4*s step of "generating a unique specimen identification 
information item in response to said step of associat jig said specimen donor 
identification information item with said specimen related event identifier." Of course, as 
the examiner is well aware, this is a limit of claim 4 

includes all the limits of the independent claim on which it is based (in addition to the 
limits of any intervening claims). Ogden's "sequential serial numbers" (see col. 8 7 lines 
54-56) is not a "unique specimen identification infoi ^nation item" because such 
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sequential numbering may still result in the use of t ie same number to identify two 
entirely different specimens. This can occur where, ias in Ogden apparently, no measures 
are taken to assure that different testing facilities that identify specimens according to a 
sequential numbering scheme do not use the same r jjimber. Indeed, this is one of the 
problems solved by the instant inventive technology- as indicated from the following 
passage of the instant application: "Further, given tfrat there are currently no measures to 
assure that different entities that assign specimen or 
two examples, different testing laboratories or diffe 
same sample identification number for a different simple (whether that sample be from a 
different person or given at a different time by the sime person), the current system is not 
without risk of some error stemming from the use o 
number for a different sample." (see p, 9, line 28 - p ; 
filed). Ogden does not disclose a l4 unique specimen 

it most certainly does not disclose the step of "gene^ting a unique specimen 
identification information item in response to said s £p of associating said specimen 
donor identification information item with said spec|men related event identifier. 



eyery 



It is of note that, as to claim 4 and, indeed, 
Office expressed an obviousness concern, a prima f] 
Office also because of the absence of "some sugges |on 
references themselves or in the knowledge generally 
the art, to modify the reference or to combine reference 
of a Reasonable expectation of success/* (MPEP 21)43 
Facie Case of Obviousness). 



Claim 5 - Response to 35 USC §j03 Concerns: 

The prior art references, either alone or whejj; 
all the claim limitations, as they must for a prima fc 
notably, neither the Lappe patent, as explained abov|, 
immediately above, discloses claim 5's step of "gen 
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sample identification numbers (as but 
•ipnt collection sites) are using the 



the same sample identification 
i 10, line 2 of the application as 
identification information item" and 



other claim as to which the 
tie case cannot be established by the 

or motivation, either in the 
I available to one of ordinary skill in 
teachings", and from an absence 
, Basic Requirements of a Prima 



aye 



\ combined, do not teach or suggest 

case of obviousness to hold. Most 
, nor the Ogden patent, as explained 
rating a unique specimen 
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identification information item in response to said sfcp of associating said specimen 
donor identification information item with said specfmen related event identifier/' 



Claim 6 - Response to 35 USC $103 Concerns: 



fay 



The prior art references, either alone or w 
all the claim limitations, as they must for a prima 
established. Most notably, neither the Lappe patenfjl 
patent as explained above, discloses claim 6's step 
identification information item in response to said s 
donor identification information item with said s] 



\ combined, do not teach or suggest 
ie case of obviousness to be 
as explained above, nor the Ogden 

generating a unique specimen 
jjpp of associating said specimen 
men related event identifier," 



spec J 



Claim 38 - Response to 35 USC §103 Concerns: 

The prior art references, either alone or whejf combined, do not teach or suggest 

i' 

all the claim limitations, as they must for a prima fa pe case of obviousness to be 
established. Most notably, neither the Lappe patent | as explained above, nor the Ogden 
patent discloses claim 38's limit of "a specimen relied event identifier associated with 
said specimen and appearing with said specimen doik>r identification information item so 
as to establish a specimen identifier." As pointed oi 

provided above relative to claim 4, the Ogden paten { does not disclose 4 *a specimen 

related event identifier associated with said specimep and appearing with said specimen 

i 

donor identification information item so as to estabjjsh a specimen identifier" of claim 
38, 



Claim 39 - Response to 35 USC SI 03 Concerns: 



The prior art references, either alone or whe ;| combined, do not teach or suggest 
all the claim limitations, as they must for a prima fa\ie case of obviousness to be 

as explained above, nor the Ogden 



established. Most notably> neither the Lappe paten 
patent, as explained immediately above, discloses c 
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event identifier associated with said specimen and 
identification information item so as to establish a 

Claim 40 - Response to 35 USC $103 Concerns: 



i ppearing with said specimen donor 
i pecimen identifier." 



whet) 



ftlcie 



The prior art references, either alone or 
all the claim limitations, as they must for a prima 
established. Most notably, neither the Lappe paten 
patent as explained above, discloses claim 40's 
identifier associated with said specimen and appeajjjftg 
identification information item so as to establish a 



combined, do not teach or suggest 

case of obviousness to be 
as explained above, nor the Ogden 
of "a specimen related event 
with said specimen donor 
iljpecimen identifier." 



Claim 69 - Response to 35 USC SI 03 Concerns: 



whm 



tlfe 



The prior art references, either alone or 
all the claim limitations, as they must for a prima j\ 
established. Most notably, neither the Lappe nor 
analogous fashion above relative to claim 4, disclofes 
element identification information item in response 
identification information item with said time-relatfd 
Quite simply, there is no disclosure in either Lapp* 
unique element identification information item 
information item" may be as shown in Par. [0057] 
instant application). 



Claim 108 ■ Response to 35 USC §103 Concerns: 



whip 



The prior art references, either alone or 
all the claim limitations, as they must for a prima ffa 
established. Most notably, neither the Lappe nor t 
analogous fashion above relative to claim 38, 



combined, do not teach or suggest 
%cie case of obviousness to be 
Ogden patent as explained, in 
the step of "generating a unique 
to said step of associating said entity 
identifier 77 as appears in claim 69. 
pr Ogden of the step of "generating a 
n, a "unique element identification 
is shown in the publication of the 



discloses 



combined, do not teach or suggest 
cie case of obviousness to be 
je Ogden patent* as explained in 
the step of "a time related 
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dent fier" 



Ogl. 



identifier associated with said element and appearing 
information item so as to establish an element i 
simply, there i$ no disclosure in either Lappe or 
associated with said element and appearing with sa; 
item so as to establish an element identifier" ( "eleittent 
Par. [0057] as shown in the publication of the instaflt 
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with said entity identification 

as appears in claim 108. Quite 
en of "a time related identifier 
I entity identification information 
identifiers" may be as shown in 
application). 
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V. Conclusion; 



The specification and claims have been 
initial application. Claims 1-69 and 108 remain 
believed to be in condition for allowance. A 
application is earnestly requested. 



Dated this JD day of January, 2007. 




SiCEIVED 
CENTRAL FAX CENTER 



ii I 0 2007 



air&ided to correct errors apparent in the 
i the application at this time and are 
early consideration of the present 



ly submitted, 



e. Wiedmann, Jr. 
48,033 
h Howes, Third Floor 
Fon (jbllins, Colorado 80522 
(970) 524-3100 
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